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Question 1 What is the role of the Common Drug Review (CDR) at the Canadian Agency for Drugs and Technologies in 
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Finish review Incorrect 
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Maris for this submission: 0.0/1.0. 
TOPIC: Quality and Safety 
LEARNING OBJECTIVE: 
To understand the role of the Common Drug Review (CDR). 
BACKGROUND: 
The Canadian Agency for Drugs and Technologies in Health (CADTH) looks at the evidence and makes 
recommendations to healthcare providers so that they can make informed decisions when caring for 
patients. The Common Drug Review (CDR) reviews drugs and makes reimbursement recommendations to the 
Canadian federal, provincial, and territorial public drug plans (excluding Quebec) to aid with funding 
decisions. The CDR does not complete manufacturer submissions for Notices of Compliance (NOC), as this is 
done by Health Canada. The manufacturer must complete the submission of its new drug for CADTH to 
review it. The CDR can then accept the submission and provide reimbursement recommendations after the 
drug receives an NOC. 
RATIONALE: 
Correct Answer: 
* Provides public-reimbursement recommendations using evidence-based studies - This is the 
purpose of the CDR. 
Incorrect Answers: 
* Reduces duplication of reviews at the municipal level - Reduces duplication of reviews at the federal, 
provincial, and territorial levels. 
* Completes manufacturer submissions for Notice of Compliance (NOC) - The NOC is completed by 
Health Canada. 
© The mandate is to prevent chronic disease and injury - This is part of the mandate for The Public 
Health Agency of Canada. 
TAKEAWAY/KEY POINTS: 
The CDR is a part of CADTH and provides public reimbursement recommendations to federal, provincial, and 
territorial stakeholders. 
REFERENCE: 
[1] Canadian Agency for Drugs and Technologies in Health. CADTH Common Drug Review (CDR). Procedure 
for Common Drug Review. https://www.cadth.ca/about-cadth/what-we-do/products-services/cdr. 
The correct answer is: Provides public-reimbursement recommendations using evidence-based studies 
Question 2 Which of the following statements is FALSE regarding the Common Drug Review (CDR)? 
10. 52328, 
bose Select one: 
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Es E The CDR's recommendations and justifications regarding new drug inclusion in Canada's public drug % 
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Once the CDR recommends a drug be included in Canada's public drug plans, provinces/territories 4 
must list the drug on their formularies 


Marts for this submission: 0.0/1.0. 


TOPIC: Quality and Safety 


LEARNING OBJECTIVE: 
To understand the role of the Common Drug Review (CDR). 


BACKGROUND: 


The Canadian Agency for Drugs and Technologies in Health (CADTH) looks at the evidence and makes 
recommendations to healthcare providers so that they can make informed decisions when caring for 
patients, The Common Drug Review (CDR) reviews drugs and makes reimbursement recommendations to the 
Canadien federal, provincial and territorial public drug plans (excludes Quebec) in order to aid with funding 
decisions. The CDR does not complete manufacturer submissions for Notices of Compliance (NOC) as this is 
done by Health Canada. The manufacturer has to complete the submission of its new drug in order for 
CADTH to review it. The CDR can then accept the submission and provide reimbursement recommendations 
prior to the drug receiving a NOC. 


Although the CDR makes recommendations regarding drug inclusion in Canada’s public drug plans, the final 
decision rests on each province/territory. The reasons for discrepancies can include provincial/territorial: 


1. Drug plan mandates 
2. Financial resources 


3. Funding priorities 


RATIONALE: 


Correct Answer: 


* Once the CDR recommends a drug be included in Canada's public drug plans, provinces/territories 
must list the drug on their formularies - This statement is false, as a positive recommendation is not 
always consistent with a formulary inclusion. 


Incorrect Answers: 


* The CDR's recommendations and justifications regarding new drug inclusion in Canada's public 
drug plans are made available for the public to view - This statement is true. 


* The CDR provides timely, evidence-based information regarding new drugs being considered for 
provincial formulary listing - This statement is true. 


© The CDR uses guidelines and templates for a fair and thorough review of the evidence of efficacy, 
safety, cost and convenience of new drugs being considered for provincial formulary listing - This 
statement is true. 


TAKEAWAY/KEY POINTS: 


The CDR is a part of CADTH and provides public reimbursement recommendations to federal, provincial and 
territorial stakeholders. 


REFERENCE: 


[1] Canadian Agency for Drugs and Technologies in Health. CADTH Common Drug Review (CDR). Procedure 
for Common Drug Review. https://www.cadth.ca/about-cadth/what-we-do/products-services/cdr. 


The correct answer is: Once the CDR recommends a drug be included in Canada's public drug plans, 
provinces/territories must list the drug on their formularies 


In order for a newly marketed drug to be listed on a provincial formulary, a pharmaceutical company needs 
to take all of the following steps, EXCEPT: 


Select one: 


Complete submissions for each provincial X 


formulary listing Rose Wang (ID: 113212) this answer is 


incorrect. This is correct. 
Complete a submission for the Common Drug Review (CDR) X 
File a New Drug Submission with Health Canada Y 


Post-marketing surveillance should be conducted * 
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TOPIC: Quality and Safety 


LEARNING OBJECTIVE: 
To understand how a drug becomes listed on the provincial formulary. 


BACKGROUND: 


Submission to Health Canada is the first step required for a pharmaceutical company to legally market their 
drug in Canada. Specifically, the pharmaceutical company files a "New Drug Submission" with the 
Therapeutic Products Directorate (TPD) of Health Canada. Once the drug is approved by Health Canada, the 
pharmaceutical company should complete a Common Drug Review (CDR) submission, which is a requirement 
for provincial formulary inclusion. Once the CDR application is completed, the pharmaceutical company can 
complete separate submissions for each province in which it wishes to market its drug. Post-marketing 
surveillance should be done as well to confirm that the medication is safe for the general public and no new 
side effects or issues arise that were not present in clinical trials (this is done by both the drug manufacturer 
and Health Canada). The question asks about the protocol required for a marketed drug to be listed on a 
provincial formulary. This means the drug has already been approved for legal sale in Canada and as such, 
submission to Health Canada is not required. 


RATIONALE: 
Correct Answer: 


* File a New Drug Submission with Health Canada - The drug has already been approved for legal sale 
in Canada therefore, submission to Health Canada is not required. 


Incorrect Answers: 
* Complete submissions for each provincial formulary listing - This is correct. 
* Complete a submission for the Common Drug Review (CDR) - This is correct. 


e Post-marketing surveillance should be conducted - This is correct. 


TAKEAWAY/KEY POINTS: 


Once a drug is approved to be marketed in Canada, the manufacturer should submit for a review by the CDR, 
apply for public-funding to each province/territory, and conduct post-marketing surveillance. 


REFERENCE: 
[1] Canadian Agency for Drugs and Technologies in Health. CADTH Common Drug Review (CDR). Procedure 
for Common Drug Review. https://www.cadth.ca/about-cadth/what-we-do/products-services/cdr. 


[2] Health Canada. How Drugs are Reviewed in Canada. Government of Canada. http://www.hc-sc.gc.ca/dhp- 
mps/prodpharma/activit/fs-fi/reviewfs_examenfd-eng.php. 


The correct answer is: File a New Drug Submission with Health Canada 


Which of the following statements is FALSE regarding the Pharmaceutical Drugs Directorate (PDD)? 


Select one: 
The PDD regulates, evaluates and monitors the efficacy, safety and quality of diagnostic products % 


The PDD may not approve a drug if insufficient evidence to support its safety, efficacy or quality  % 
exists 


The Special Access Programme allows clinicians to access drugs or medical devices that are not  % 
legally available in Canada 


Once a drug is on the market, there is no requirement for = Y ae oes 
the pharmaceutical company to report new safety Hooi Wang ee 


information to the TPD answer is correct. This 
statement is false. 


Marks for this submission: 1.0/1.0. 


TOPIC: Quality and Safety 


LEARNING OBJECTIVE: 
To understand the role of the Pharmaceutical Drugs Directorate (PDD). 


BACKGROUND: 


The PDD regulates prescription drugs and medical devices for human use. They review the scientific evidence 
to assess the safety, efficacy, and quality of prescription drugs or medical devices. Once a drug is on the 
market, surveillance needs to continue. Phase IV of clinical trials indicates that post-marketing surveillance is 
implemented in order to report any rare or emerging side effects experienced with the drug. Moreover, 
failure of the drug to produce the marketed effect, as well as new studies regarding the safety of the drug, 
must also be reported to the PDD. The PDD maintains post-approval surveillance including investigation of 
problems and management of recalls. 


The justification behind the Special Access Programme is that in emergency situations or in situations where 
approved therapy has not produced favourable results, the patient should be given the chance to attempt 
other therapies that have not yet been approved in Canada. 


RATIONALE: 
Correct Answer: 


e Once a drug is on the market, there is no requirement for the pharmaceutical company to report 
new safety information to the TPD - This statement is false. 


Incorrect Answers: 


© The PDD regulates, evaluates and monitors the efficacy, safety and quality of diagnostic products - 
This statement is correct. 


* The PDD may not approve a dru 
exists - This statement is correct. 


ufficient evidence to support its safety, efficacy or quality 


© The Special Access Programme allows clinicians to access drugs or medical devices that are not 
legally available in Canada - This statement is correct. 


TAKEAWAY/KEY POINTS: 

The PDD assesses the viability of a prescription drug or medical device for human use in Canada. 
REFERENCE: 

[1] Health Canada. How Drugs are Reviewed in Canada. Government of Canada. http://www.hc-sc.gc.ca/dhp- 
mps/prodpharma/activit/ts-fi/reviewfs_examenfd-eng.php. 

[2] Health Canada. Pharmaceutical Drugs Directorate. Government of Canada. 
httos://www.canada.ca/en/health-canada/corporate/about-health-canada/branches-agencies/health- 
products-food-branch/therapeutic-products-directorate.html 


The correct answer is: Once a drug is on the market, there is no requirement for the pharmaceutical company 
to report new safety information to the TPD 


Question 5 When considering the use of a non-marketed drug and submitting a Special Access Programme request, the 
1D: 52350 pharmacist should look at which of the following? 
Correct |. Alternative drugs available on the market 


Il. Evidence supporting the efficacy of the non-marketed drug 
Ill Safety and side-effects associated with the non-marketed drug 


flag 


Select one: 


Lonly X 
Land III only % 


Landi v 
Rose Wang (ID:113212) this answer is correct. All the above statements are correct. 


land Ionly® 


Marks for this submission: 1.0/1.0. 


TOPIC: Quality and Safety 


LEARNING OBJECTIVE: 
To understand the role of the Special Access Program (SAP). 


BACKGROUND: 


The Special Access Programme (SAP) functions to allow access to therapies not currently marketed in 
Canada. In emergency situations or in situations where approved therapy has not produced favourable 
results, the patient can be given the chance to attempt other therapies with the help of their healthcare 
practitioners. When submitting an application, the following should be considered: alternative therapies 
available on the Canadian market, evidence supporting the efficacy of the non-marketed drug in other 
jurisdictions and the safety and side-effects associated with the non-marketed drug. 


RATIONALE: 
Correct Answer: 


e I, Iland Ill - All the above statements are correct. 


Incorrect Answers: 
* Lonly - This is not the correct option. 
* Land Ill only - This is not the correct option. 
* Land Il only - This is not the correct option. 


TAKEAWAY/KEY POINTS: 


The SAP allows patients to access therapies not on the Canadian market through the application by a 
healthcare practitioner. 


REFERENCE: 
[1] Health Canada. Special Access Programme — Drugs. Government of Canada. 


Question 6 
1D: 53219 


Corect 


Question 7 
1D: 53228 


Incorrect 


https://www.canada.ca/en/health-canada/services/drugs-health-products/special-access/drugs/special- 
access-programme-drugs-1.html. 


The correct answer is: |, II and III 


When providing pharmaceutical care, what is the most important entity to focus on? 


Select one: 
The pharmacist % 


The {v 


Een Rose Wang (ID:113212) this answer is correct. The patient is the person receiving 


pharmaceutical care. 


The prescription * 
The patient chart and history ¥ 


Maris for this submission: 1.0/1.0. 


TOPIC: Quality and Safety 


LEARNING OBJECTIVE: 


To understand the importance of the pharmaceutical care process. 


BACKGROUND: 


The pharmaceutical care process is a patient-centered approach that revolves around the pharmacist working 
together with the patient (receiving the care) and their healthcare providers to promote health, prevent 
disease and make sure that medications are indicated, safe and effective for the patient. 


RATIONALE: 
Correct Answer: 


* The patient - The patient is the person receiving pharmaceutical care. 


Incorrect Answers: 
© The pharmacist - The pharmacist is the person providing (not receiving) the pharmaceutical care. 
© The prescription - The prescription may or may not be part of the pharmaceutical care process. 


© The patient chart and history - These records may or may not be relevant to the pharmaceutical care 
provided in a certain instance. 


TAKEAWAY/KEY POINTS: 


The pharmaceutical care process revolves around the patient and working with them to promote optimal 
health. 


REFERENCE: 


[1] Principles of Practice for Pharmaceutical Care. American Pharmacist Association. 
https://www.pharmacist.com/principles-practice-pharmaceutical-care. 


The correct answer is: The patient 


When considering therapeutic alternatives, the pharmacist's role in selecting a product would require which 
of the following clinical skills? 


Select one: 
Knowledge of x X y 
a A Rose Wang (ID:113212) this answer is incorrect. Knowledge of community 
E resource availability is not a skill that allows the pharmacist to differentiate 
between viable therapeutic options. 

Ability to motivate and empower the patients * 

Ability to perform a drug use evaluation (DUE) X 

Ability to review and critique evidence regarding a medication Y 


Marks for this submission: 0.0/1.0. 


TOPIC: Quality and Safety 


LEARNING OBJECTIVE: 
To understand the clinical skills required to select a therapeutic alternative. 


Question 8 


1D: 53227 


BACKGROUND: 


The question relates to drug selection and the decision factors involved in this process. When recommending 
a product for a patient, the first step is to evaluate the indication, efficacy, safety, cost and compliance of the 
medication. The pharmacist can then discuss the evidence with the patient and other health-care providers to 
determine whether the balance between the benefits and the risks of starting that specific drug therapy is 
appropriate for that specific patient. To do this, the pharmacist needs to critically appraise any existing 
literature associated with the medication in question. A drug use evaluation (DUE) involves continuous 
evaluation of the appropriate usage of a drug, which includes problems related to its use as wall as possible 
solutions to these problems, The goal of a DUE is to ensure rational drug therapy that abides by standards of 
care, through the evaluation of effectiveness, safety, and cost of the drug. A DUE is not completed every time 
a pharmacist makes a selection of drug therapy for a patient. 


RATIONALE: 
Correct Answer: 


* Ability to review and critique evidence regarding a medication - This statement is correct because 
a pharmacist's decision to recommend one medication over another should be supported by literature 
which contains safety and efficacy information. 


Incorrect Answers: 


* Knowledge of resources available in the community - Knowledge of community resource 
availability is not a skill that allows the pharmacist to differentiate between viable therapeutic options. 


* Ability to motivate and empower the patients - Communication and motivational skills do not help 
the pharmacist differentiate between viable therapeutic options. 


* Ability to perform a drug use evaluation (DUE) - Although a DUE can help identify problems with 
non-optimal drug usage, it is not required every time a pharmacist considers therapeutic alternatives. 


TAKEAWAY/KEY POINTS: 


A drug utilization evaluation can aid in selecting a therapeutic alternative for patients through appraisal of 
literature and benefit vs risk analysis for specific patients. 


REFERENCE: 


[1] Essential Medicines and Health Products Information Portal; 3.6 Drug Use Evaluation. World Health 
Organization, http://apps.who.int/medicinedocs/en/d/}s4876e/4.6.html#)s4876e.4.6 


The correct answer is: Ability to review and critique evidence regarding a medication 


Which of the following information should be included in the "assessment" portion of a SOAP note 
documentation? 


|. Interpretations of lab data to assess the drug therapy problem 
Il. Severity and urgency of the problem 
Ill. Recommendations provided to patients 


Select one: 
lonly X 


Il only% 


landi v 


N, Rose Wang (ID:113212) this answer is correct. These can both be part of the 


"Assessment" section of a SOAP note. 


Il and Ill only % 


Marks for this submission: 1.0/1.0. 


TOPIC: Quality and Safety 


LEARNING OBJECTIVE: 
To understand the purpose and correct documentation for a SOAP note. 


BACKGROUND: 


SOAP is an acronym used for documentation which stands for Subjective, Objective, Assessment and Plan. It 
allows clinicians to systematically summarize the important aspects of a drug-therapy problem. Any 
recommendation provided to a patient is not part of the "assessment" portion of the documentation, but 
rather, the “plan” portion of the documentation. The suspected diagnosis and any notes that are pertinent to 
assessing the patient's condition are included in the "assessment" portion of the documentation. 


RATIONALE: 
Correct Answer: 


© Land Il only - These can both be part of the “Assessment” section of a SOAP note. 


Incorrect Answers: 


Question 9 
10:325 


Corect 


Question 10 
1D: 53220 
Incorrect 


Fag question 


* Lonly - There is a more correct option. 
© Ill only - This is part of the "Plan" section of a SOAP note. 
* Il and Ill only - Option IIl is part of the "Plan" section of a SOAP note. 


TAKEAWAY/KEY POINTS: 


SOAP is one method of documentation used by healthcare professionals to summarize and analyze drug 
therapy problems. It stands for subjective, objective, assessment and plan. 


REFERENCE: 


[1] How to Write a SOAP Note. A Research Guide for Students. https://www.aresearchguide.com/write: 
soap-note.html 


The correct answer is: | and II only 


Which of the following best describes a proper and complete documentation? 


Select one: 


Recording amedication reconciliation * 
Recording findings and resolution of the intervention * 


Recording findings, v y 
ae Bre anal Rose Wang (ID:113212) this answer is correct. Documentation 
management containing these components would be considered thorough. 


Indicating the type of intervention * 


Marts for this submission: 1.0/1.0, 
TOPIC: Quality and Safety 

LEARNING OBJECTIVE: 

To understand what constitutes complete documentation. 
BACKGROUND: 


Medication reconciliation involves collecting information regarding the patient's medication history (e.g. Best 
Possible Medication History). This component is part of the "findings" of documentation. Assessment and 
management are other components of documentation which are equally important. The assessment would 
include information such as drug-related issues whereas management would include therapeutic options and 
a monitoring plan. Various documentation templates exist, one of which is the SOAP note. 


RATIONALE: 

Correct Answer: 

(Option #3): Documentation containing these components would be considered thorough. 
Incorrect Answer: 


(Option #1): Completing a medication reconciliation is only part of the documentation. This information 
would be included in the "findings" component of the documentation, but there are additional components 
to consider when documenting. 

(Option #2): Other documentation components must be considered such as findings, assessment, action 
plan and resolution, 

(Option #4): Indicating the type of intervention is only the final part of the documentation. 


TAKEAWAY/KEY POINTS: 
Complete documentation involves findings, assessment and management. 
REFERENCE: 


[1] Principles of Practice for Pharmaceutical Care. American Pharmacist Association. 
https://www.pharmacist.com/principles-practice-pharmaceutical-care. 


The correct answer is: Recording findings, assessment, and management 


Which of the following best describes the provision of pharmaceutical care? 


Select one: 
A patient-phatmacist relationship with the provision of optimal drug therapy ¥ 


An up-to-date patient x 
medication history and 
medication reconciliation 


Rose Wang (ID:113212) this answer is incorrect, Such records 
can facilitate patient care, but they are not considered to be 
pharmaceutical care. 


Software that displays prompts and alerts when drug-drug interactions occur % 


A physician-pharmacist relationship where drug issues are resolved * 


Maris for this submission: 0.0/1.0. 


TOPIC: Quality and Safety 


LEARNING OBJECTIVE: 


To understand the provision of pharmaceutical care. 


BACKGROUND: 


The pharmaceutical care process is a patient-centered approach that revolves around the pharmacist working 
together with the patient (receiving the care) and their healthcare providers to promote health, prevent 
disease and make sure that medications are indicated, safe and effective for the patient. 


Pharmaceutical care refers to the provision of drug therapy in order to improve a patient's health outcomes. 
The pharmacist solves and optimizes any drug therapy problems the patient may have. Medication records 
and software detecting drug interactions can facilitate patient care, but they are not in themselves 
considered to be pharmaceutical care. 


RATIONALE: 
Correct Answer: 
* A patient-pharmacist relationship with the provision of optimal drug therapy - This is the 


definition of the provision of pharmaceutical care. The pharmacist solves and optimizes any drug 
therapy problems the patient may have. 


Incorrect Answers: 


* An up-to-date patient medication history and medication reconciliation - Such records can 
facilitate patient care, but they are not considered to be pharmaceutical care. 


* Software that displays prompts and alerts when drug-drug interactions occur - Although this 
software can facilitate patient care, it is not in itself pharmaceutical care. 


* A physician-pharmacist relationship where drug issues are resolved - The provision of 
pharmaceutical care always involves the patient. As this option does not specify who the drug issues 
are resolved for, it is incorrect. 


TAKEAWAY/KEY POINTS: 
The provision of pharmaceutical care involves solving drug therapy problems that a patient experiences. 


REFERENCE: 


[1] Principles of Practice for Pharmaceutical Care. American Pharmacist Association. 
https://www.pharmacist.com/principles-practice-pharmaceutical-care. 

[2] Ramaswamy-Krishnarajan J, Hill DS. Pharmaceutical Care in Canada: An Exploratory Study of 81 
Community Pharmacies. Canadian Pharmacists Journal. 2005. 138(4):46-50. 
https://doi-org/10.1177/1715163505 13800409. 


The correct answer is: A patient-pharmacist relationship with the provision of optimal drug therapy 
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